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S-4750. 1

SUBSTI TUTE SENATE BI LL 6302

St ate of WAshi ngt on 60t h Legi sl ature 2008 Regul ar Sessi on

By Senate Health & Long-Term Care (originally sponsored by Senators
Kohl - Wl | es, Keiser, Fairley, Kline, Franklin, and Regal a)

READ FI RST TI ME 01/ 25/ 08.

AN ACT Relating to reporting of gifts, fees, or paynents by
phar maceuti cal marketers; adding a new chapter to Title 69 RCW and
prescribing penalties.

BE | T ENACTED BY THE LEG SLATURE OF THE STATE OF WASHI NGTON:

NEW SECTION. Sec. 1. The purpose of this chapter is to regulate
gifts, grants, and gratuities mde by pharmaceutical nmanufacturing
conpanies, directly or indirectly, to any person or entity authorized
to prescribe, dispense, or purchase prescription drugs in Washi ngton.

NEW SECTION. Sec. 2. The legislature finds that:
(1) The state of Washington has an interest in maximzing the well -
being of its residents and containing health care costs;

(2) There is a strong link between pharmaceutical marketing
activities, health care spending, and the health of Washi ngtoni ans;
(3) In 2004, the pharmaceutical industry spent twenty-seven billion

dol I ars marketing pharmaceuticals in the United States. Over eighty-
five percent of these marketing expenditures are directed at the small
percentage of the population that practice nedicine. Phar maceuti ca
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manuf acturers spend twice as nmuch on marketing as on research and
devel opnent ;

(4) Marketing prograns are designed to increase sales, incone, and
profit. Frequently, progress toward these goals cones at the expense
of evidence-based treatnent and sonetinmes the health of individual
patients;

(5) There is considerable evidence that pharmaceutical marketing
canpaigns |ead doctors to prescribe drugs based on inconplete and
bi ased information, particularly for prescribers who lack the tine to
perform substantive research assessing whether the nessages they are
recei ving from pharmaceutical representatives are full and accurate,;

(6) A significant portion of prescriber tinme is spent neeting with
pharmaceuti cal representatives. According to a survey published in the
New England Journal of Medicine, famly practitioners reported the
hi ghest frequency of neetings with representatives, an average of
si xteen tinmes per nonth. To the extent that this neeting tine cones at
t he expense of tine spent with patients, quality of care is negatively
af fect ed;

(7) The federal food and drug adm nistration requires nmarketing and
advertising to be fair and bal anced; however, the federal food and drug
admnistration has limted legal ability to enforce this requirenent;

(8) Newer drugs on the market do not necessarily provide evidence-
based benefits over older drugs but do add costs and as yet unknown
side effects;

(9) Between 1975 and 2000, fifty percent of all drug wthdrawal s
from the market and "black box warnings" were within the first two
years of the release of the drug. One-fifth of all drugs are subject
to "black box warnings" or wthdrawal from the market because of
serious public health concerns. Marketing that results in prescribers
using the newest drugs also results in prescribing drugs that are nore
likely to be subject to these warni ngs and w t hdrawal ;

(10) Nearly one-third of the five-fold increase in spending in the
United States on drugs over the last decade can be attributed to
mar keti ng-i nduced shifts in doctors' ©prescribing from existing,
effective, and |lower cost, often generic, therapies to new and nore
expensive treatnents, which often have little or no evidence-based
t her apeutic val ue;
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(11) Several studies suggest that drug sanples clearly affect
prescri bi ng behavior in favor of the sanple, and that the presence of
drug sanples nmay influence physicians to dispense or prescribe drugs
that differ fromtheir preferred drug source;

(12) The pharmaceutical industry increased its spending on direct
marketing to doctors by over tw hundred seventy-five percent and
doubled its sales force to over ninety thousand drug representatives.
It is estimated that there is a pharmaceutical sales representative for
every five office-based physicians.

NEW SECTION. Sec. 3. The definitions in this section apply
t hroughout this chapter unless the context clearly requires otherw se.

(1) "Board" neans the board of pharmacy.

(2)(a) "Gft, fee, or paynment” includes any subsidy or other
econom ¢ benefit provided in connection with detailing, pronotional, or
ot her marketing activities by the conpany directly or through any other
entity at the direction of or wwth the inplied or express know edge of
t he conpany, including:

(1) Food or entertainnent;

(1i) Trips or travel;

(ti1) Anything provided for |less than market val ue;

(1v) Medical conferences, continuing nedical education, or other
educational or informational prograns, nmaterials, and sem nars, and
remuneration for pronoting or participating in educational or
i nformati onal sessions;

(v) Consulting fees or honorari a;

(vi) Product sanples, including sanples that wll be distributed
free of charge to patients; and

(vii) Cinical trials or research, including any conpensation or
rei mbur senent of expenses.

(b) "Gft, fee, or paynent"” does not incl ude:

(1) Payments made in conjunction with returned nerchandi se and
over payment s;

(1i1) Publications and educational materials;

(ii1) Salaries or other benefits paid to its enpl oyees;

(1v) Overpaynents;

(v) Product rebates and di scounts; and
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(vi) O her normal course-of-business financial dealings unrelated
to detailing, pronotional, or other marketing activities.

(3) "G oup purchasing organi zation" neans any group of two or nore
hospitals, nursing honmes, or other health care organizations that
collectively purchase either directly from a pharmaceutica
manuf act uri ng conpany or by accessing contracts through another group.

(4) "Health benefit plan adm nistrator” neans any person or entity
who manages or adm nisters a private, self-insured health benefit plan
or public enployee health benefit plan and any person who manages or
adm ni sters health benefit plans for another person, including health
i nsuring corporations and sickness and accident insurers under contract
to provide nmanagerial and adm nistrative services.

(5)(a) "Marketing" neans any of the follow ng activities undertaken
or materials or products nmade available to prescribers or to their
enpl oyees or agents related to the transfer of prescription drugs from
t he producer or seller to the consuner or buyer:

(1) Advertising, publicizing, pronoting, or selling a prescription
drug;

(i) Activities undertaken for the purpose of influencing the
mar ket share of a prescription drug or the prescribing patterns of a
prescriber, a detailing visit, or a personal appearance;

(rit) Activities undertaken to evaluate or I nprove the
ef fectiveness of a professional detailing sales force; or

(iv) A brochure, nedia advertisenent or announcenent, poster, or
free sanple of a prescription drug.

(b) "Marketing" does not include pharnmacy reinbursenent, formulary
conpliance, pharmacy file transfers in response to a patient request or
as a result of the sale or purchase of a pharmacy, patient care
managenent, utilization review by a health care provider or agent of a
health care provider or the patient's health plan or an agent of the
patient's health plan, and health care research.

(6) "Phar maceuti cal detailing, pronoti onal , or mar ket i ng
activities” means pronoti onal or educat i onal activities by
phar maceuti cal marketers directed at physicians, their staff, or other
health care professionals who prescribe, dispense, or admnister
prescription drugs.

(7)(a) "Pharmaceutical manufacturer” neans an entity that 1is
engaged in the production, preparation, propagation, conpounding,
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conversion, or processing of prescription drugs, either directly or
indirectly by extraction from substances of natural origin, or
i ndependently by nmeans of chem cal synthesis, or by a conbination of
extraction and chemcal synthesis, or any entity engaged in the
packagi ng, repackaging, |abeling, relabeling, or distribution of
prescription drugs.

(b) "Pharmaceutical manufacturer” does not include pharmacists or
pharmaci es |icensed under chapter 18.64 RCWor pharnmacy operations of
any integrated delivery system undertaken for the benefit of patients
obtai ning care through that system

(8) "Phar maceut i cal mar ket er " nmeans a person, agent or
representative who, while enployed by or under contract to represent a
phar maceuti cal manuf acturing conpany, engages in pharnaceutica
detailing, pronotional activities, or other marketing of prescription
drugs in this state to any entity or person authorized to prescribe,
di spense, or purchase prescription drugs in this state.

(9) "Pharmacy benefit manager” neans a person or business entity
that adm nisters or otherw se assists with prescription drug benefit
services including formul ary managenent, rebates, discounted pharmacy
network, mail service pharmacies, and electronic clains processing
Such services may be provided on behalf of a health insurer, an
enpl oyer -sponsored health benefit plan, or an agency of the state.

(10) "Recipient"” nmeans any:

(a) Health care professional licensed under Title 18 RCW who is
aut horized to prescribe or dispense prescription drugs or entity that
enpl oys such a professional;

(b) Hospital |icensed under chapter 70.41 RCW

(c) Health benefit plan adm nistrator;

(d) Group purchasing organi zati on or pharmacy benefit manager; or

(e) Oher entity authorized to purchase prescription drugs in this
state.

NEW SECTION. Sec. 4. Starting January 1, 2009, and annually
thereafter, every pharmaceutical manufacturer shall:

(1) Disclose to the board informati on on each gift, fee, or paynent
made to recipients in the state;

(2) Submt information in a form and manner determ ned by the
board, including for each expenditure:
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(a) The val ue and nature;

(b) The purpose according to categories specified by the board; and

(c) The recipient, including the recipient's address, credentials,
and institutional affiliation;

(3) Disclose to the board the nane and address of the individua
responsible for the conpany's conpliance with the provisions of this
section or, if this information has been previously reported, any
changes to the name or address of the individual responsible for the
conpany's conpliance with the provisions of this section;

(4) Pay a fee, to be set by the board, to support the work of the
board under this chapter

NEW SECTION. Sec. 5. The board shall:

(1) Report annually on disclosures made under this chapter to the
| egi sl ature and the governor on or before March 1st of each year;

(2) Post specific and easily searchable data on its public internet
site, including:

(a) Anmount of each gift;

(b) Date given

(c) Intended purpose of the gift;

(d) Pharmaceutical manufacturer; and

(e) Recipient identified by drug enforcenent agency nunber or other
uni que identifier.

NEW SECTION. Sec. 6. The attorney general may bring an action in
Thurston county superior court for injunctive relief, costs, and
attorneys' fees, and to inpose on a pharnmaceutical manufacturing
conpany that fails to conply with this chapter a civil penalty of not
nore than ten thousand dollars per violation. Each unlawful failure to
di scl ose constitutes a separate viol ation.

NEW SECTION. Sec. 7. The board nmay adopt rules to inplenment the
provi sions of this chapter.

NEW SECTION. Sec. 8. This chapter nmay be known and cited as the
prescription drug marketing and di scl osure act.
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NEW SECTION. Sec. 9. If any provision
application to any person or circunstance
remai nder of the act or the application of
persons or circunstances is not affected.

of this act or its
is held invalid, the
the provision to other

NEW SECTION. Sec. 10. Sections 1 through 9 of this act constitute

a new chapter in Title 69 RCW

~-- END ---
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